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LaserMedia’

' . o i . R 6383 Aﬁzona Circle
August 21, 2000 . §296 U0 MBZ4 PZAY o5 Angeles. CA 90045

Tel: 310-338-9200
Fax: 310-338-8221

Mr. Manuel Karos |

Light Products Branch (HFZ-342)

Division of Standards Enforcement

FDA/CDRH/QC

2098 Gaither Rd.

Rockville, MD 20850

Ph:  301-594-4654

Fax: 301-594-4672

RE: Response To Miner Mike’s FDA Inspection By Dennis Butcher

Dear Mr. Karos;

Per our telephone conversation I am sending you a written response to Mr.
Butchers observations during an inspection of our Laser Display at Mirer
Mike’s Fun center.

1. Observation: Apphcable variance (78P-0148) does not describe Nd YAG
as a testing media for use.

Response: Please refer to the enclosed copy of our variance renewal
application dated January 29, 1998. As you can see we have added the
Yag laser to our list of testing media and submitted it along with the
application for renewal. Please update our variance to reflect the
addition.
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i APFPLILAIUN FrUR A VARDOYC f3prewsese Phaier Avgud 21, 1985
“  DEPARATMENT OF HEALTH AND HUMAN SERVICES FROM 21 CFR 1040.11(c) FOR A - o
. PUBLIC HEALTH SERVICE ' DACKEY NUMEER
FODD AND DRUG ADMINISTRATION LASER LIGHT SHOW, DISPLAY,
/ : o “OR DEVICE o 78P~-D148

& L, ... R R 1 . . , .
NOTE; No laser light show, projeciion sysiem, or device may vary from compliahce with 21 CFR 1040, 11{c) tn design aor use without the approval of thin
applivation in accordange with 21 CFR 1010.4,

INSTRUCTIONS

1o Cheek ofl appbeadle boses 20d 1vpe or prany the requesied 3. Madd vour apphication 10 the Doglets Muanagent ‘s Branch (1 FA-M$) Food and
mformulion. ) © Druy Admibpintrotion. Koom 3-b2, 5600 Fishers Lane, Rovhville, N 20887,
2. Submir un original and four (43 opics. ) 2 Ever Pocument Nunther i assigned.

1. NAME OF COMPANY

LASER MEDIA ING.

2. AGDHESS QF COMPANY [finvhnge 2475 CODEY  UHE 200, By s wisel. suchide o 1ol Sirevs ishidiea plse. )

wga ARIZONA CIRCLE, LOS ANGELES, CA 90045

1. NAME AND TITLE OF AESPONSIBLE PERSON 4. TELEPHONE NO. thnfimhe wrvw vowirg 3. DATE OF SUBMISSION
RUDI BLONDIA, DIRECTOR OF ENGINNERING 310-338-9200 1/29/58
6. The 3pghcant requests 1he vananca 10 De n gilget for 3 pariod of years Irom Yhe cule ol 1ssue.
120 arncrisd, the Aepsmer Wil opprove a vanancs Jue onls Dvss vpues, 1 o omiet pespad & foopnnsivd, w isidnialyise sons b it hond us pured vod the appticatm, |
7. PRODUCT DESCRIPTION AND USE
3. LIST NAME ANDIOR MODEL NUMBERIS) FOR THE LASEA LIGHT SHOWIS) ANO PROJECTORS) [ MT, FIRBERRAY, DISCORAY, LM4-LM16, LMS R
CHROMARAY (LM SINGLE, LM DUAL SCAN), S$TINGRAY, LIGHT SHOW PROJECTORS
b, PRODUCT FOR WHICH A VARIANCE 18 REQUESTED . PRODUCT iS INTENDED TO BE USED AT ANY ONE LOCATION
X A LasER misPLAY DEVICE % MORE THAK 15 DAYS
@ A PACJIECTOR FOR A LASER LIGHT SHOW MORE THAN 5 BUT NOT MORE THAN 15 DAYS
&) A LASER LIGHT 3HOW Xl Less THaN 5 DAYS
m OTHER (snvrt BILLROARDS v 5. TOUR 1S INTENDED TO RUN FOR
e. © PROJECTORS ARE INTENDED FOR SALE. LEASE, OR LOAN TO OTHER 0 MORE THAN 6 MONTHS
LASER LIGHT SHOW PRODUCERS fRgK 18 MONTHS
o. PRODUGT IS INTENDED FOR USE IN A LESS THAN | MONTH
m PLANETARIUM OR OTHER DOME PROJECTION STRUCTURE I’g NOT APPLICABLE (woe » iinsr)
d rtreaten (3 OTHER (ymvsint -
g ::;:::::if:unoou OF MEETING ROOM h. PACOLCT UTILIZES THE FOLLOWING LASER EFFECTS
TRADE SHOW OA CONVENTION B FrONT scREEN PROVECTIONS
K c1ScOTHEOUE OR NIGHT cLus % REAR SCREEN PROJECTIONS -
HOLGGRAPHIC DISPLAYS
g :::c‘::cninm A & MULTIPLE AEFLECTIONIDIEFRACTION EFFECTS
@ CUTDOOR ARENA E AUDIENCE SCANNING Laives taetinhn sognutme wnv oo il wenessmisriilesd u;m ¥
& wuseum X REFLECTIONS FAOM STATIONARY LIRRORS OR MIRRGAED SURFACES
OUTDOCR UNENCLOSED AREA oy e Mstnend
] 3 STATIONAAY IRRADIATION OF ROTATING WIRROR BALLS. ETC,
(. ovneR ismry DTSPLAY BOOTHS, FOUNTAINS, X SCANNING IRRACIATION OF ROTATING MIRROA BALLS. ETC.
o. PRODUCT 1s mTENDED To BE Useo WATER SCREENS & rieen OPTIC PROJECTIONS
X AT ONLY ONE Usvwn LOCATION [;3 FOG, SMOKE, OR OTHER SCATTERING ENHANCEMENT EFFECTS
® AT & VARIETY OF lvmn LOCATIONS GJ ommer mabUMIA, CONES, FANS, ROTATING
O oTHER i) - DIFFRACTION GRATINGS, LINEAR DIFF. GRATING
8. - R LASER AADIATION LEVELS ‘ o ;
LASER MEDIUM 7ar. fir-Se. st s WAVE LENGTHS (nm) PEAK POWER s ihutreg
SEE ATTACHED LIST 3[V ’

- -

B. 1F ANY LASER RADIATION IS PULSED OR SCANNED, BIVE THE PULSE DURATION AND “.ATE AND SCANNING FREGUENCY AND AMPLITUDE

20HZ SCAN FREQUENCY AMPLITUDE 60 DEGREES .
16 KHZ - 25 KHZ PULSES/SEC. PULSE WIDTH 1 M SEC.

10. AEASON FOR AEQUESTING VARIANCE

@ COMPLIANCE WITM THE LIMITS OF 21 CFR 10<0.1ic) WOULD RESTRICT THE INTENDED USE OF THE PRODUCT BECAUSE COMPLIANCE WOULD LIMIT THE CUTPUT
POWER TG THE EXTENY THAT THE DESIRED EFFECTS WOULD NOT BE SUFFICIENTLY VISIBLE

D CTHER OR AODITIONAL EXPLANATION rXmx/v?

FORM FDA 3127 (3/87) >




N WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD
s PROPOSED TO DEVIATE FROM THE PROVISIONS OF 21 CFR 1040.11(c) tN THAT THE ACCESSIBLE EMISSION LEVEL WOULD EXCEED THE

_CESSIBLE EMISSION LIMITS SPECIFIED IN 21 CFR 1040.3 {c).
,T1S PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1040.11{c) AS FOLLOWS:

12, ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

%) LASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS. USE OF POWER LEVELS IN
EXCESS OF THE LIMITS IMPOSED BY 21 CFR 1040,11(c) IS NECESSARY TO ACRIEVE THE REQUIRED EFFECTS IN THESE MEDIA,
(0 OTHER OR ADDITIONAL ADVANTAGES (describe and explain)

13, EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TQO BE PROVIDED. iCheck a5 many boxes as apply. In liem 14 “Remarks,” justity any boxsa
not checked, using addilional sheets as necesssary. Slate any other means of radiation pratsction that will by used.}

3.

®

o

B3

ALL LASER PRODUCTS, SYSTEMS, SHOWS, AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CFR 1040.10 AND THE CONDI-
TIONS OF THIS VARIANCE AND WILL BE REPORTED AS REQUIRED BY 21 CFR 1002.10 AND 1002,12 USING THE REPORTING GUIDES PRO-
VIDED FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCCOMPLISHED PRICA TO. ANY INTRODUCTION INTO COMMERCE,

EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANGE APPLICATION WILL NOT BE PERFORMED. NO OTHER EFFECTS WILL BE

ADDED UNTIL AN AMENDMENT TQO THE VARIANCE HAS BEEN OBTAINED ANO THE REQUIRED REPORTS OR SUPPLEMENTS, AS
APPLICABLE, HAVE SEEN SUBMITTED.

SCANNING, PROJECTION, OR REFLECTION OF LASER AND COLLATERAL RADIATION (LIGHT SHOW RADIATIGN} INTQ AUDIENCE DR QTHER
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED BY THE ATMOSPHERE,
ADDED ATMOSPHERIC SCATTERING MEDIA. AND TARGET SCREENS.

LASER RADIATION LEVELS IN EXCESS OF THE UIMITS OF CLASS | WILL NOT 8E PERMITTED AT ANY POINT LESS THAN 3.0 METERS ABOVE
ANY SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS, PERFORMERS. OR EMPLOYEES ARE PERMITTED TO STAND QR 25
METERS BELOW COR IN LATERAL SEPARATION FROM ANY PLACE WHERE SUCH PERSCNS ARE PERMITTED TO BE. OPERATORS.
PERFORMERS, AND EMPLOYEES WILL NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF CLASS } OR BE
EXPOSED TO RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040 1)

ANY PAODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORPORATE A SCANNING

SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH TO PRECLUDE EXCEEDING
THE APPLICABLE LIMIT. ‘ R

ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S) THE
OPERATOR(S) WILL:

v

{1} IMMEDIATELY TERMINATE THE EMMISSION OF LIGHT SHOW RADIATION iN THE EVENT OF ANY UNSAFE CONDITION;
(2) BE LOCATED WHERE AlLL BEAM PATHS CAN BE DIRECTLY CBSERVED AT ALL TIMES; AND
{3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAINING AND CONRDUCT OF THE OFERATOR.

THE MAXIMUM LASER PROJECTOR OQUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO CBTAIN THE INTENDED EFFECTS.

THE PROJECTION SYSTEM [L.LE. THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRQIjl;Cé THE LIGHTING EFFECTS)WILL BE
SECURELY MOUNTED CR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT, BEAM LIMITERS WILL BE PROVIDED
AS AN INMERENT PART OF THE SYSTEM DESIGN YO PREVENT OVERFILLING OF SCREENS, SEAM STOPS, TARGETS. ETG.

LASER PROJECTORS WILL NOT BE DELIVERED TO ANY OTHER FgARTY UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS AND
UNTIL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMlTs THEM TO
PROOUCE LASER LIGHT SHOWS INCORPORATING SUCH PHOJECTOR

IN ADDITION TO THE REQUIREMENTS OF 21 CFR 1040.10{h), THE MANUFACTURER OF LASER PROJECTORS/ISYSTEMS WILL PROVIDE TO
PARTIES WHO PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER'S INSTRUCTIONS FOR SAFE INSTALLATION AND
OPERATION AND WHICH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER TO

SUBMIT THE REQUIRED REPORTS AND APPLY FOR AND OBTAIN A VARIANCE FROM CORH PRIOR YO INTRODUCTION INTO COMMERCE OF
ANY LASER LIGHT SHOWS,

THE RECUIREMENTS OF 21 CFR 1002.30{aX1) AND 2) WlLL BE ACCOMPLISHED THROUGH THE USE OF WRITTEN PROCEDURES FOR SETUP,
ALIGNMENT, TESTING, AND PERFORMANCE OF EAGH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO ENSURE COM-
PLIANCE WITH 21 CFR 1040.10, THE CONDITIONS OF THIS VARIANCE, AND THE CONTROL OF ACCESS TO RADIATION AREAS USING THE
PROCEDURES DESCRIBED IN THE ANS! 2136.1 STANDARD FOR THE SAFE USE OF LASERS (AMEH]CAN NATIONAL STANDARDS INSTITUTE,
1430 BROADWAY, NEW YORK, NY 10018} OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AND, WHERE APPLICABLE, STATE OR
LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS ABOVE THE LIMITS SPECIFIED IN 21 CFR
1040.11{c), WILL BE CLEARLY 10ENTIFIED BY THE POSTING OF WARNING SIGNS AND/OR RESTRICTING ACCESS THYOUGH PHYSICAL
MEANS (SUCR AS PRESSURE SWITCHES, PHOTOCELLS, BARRIERS, GUARDS, ETC.). THESE REQUIREMENTS APPLY TO TEMPORARY AREAS
{SUCH AS CURING SET-UP AND ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT AREAS. THE VARIANCE HOLDER WILL RETAIN
THE RECORDS OF THESE PROCEDURES AND THE RESULTS OF ALL TESTS AS REQUIRED BY 21 CFR 100231. A COPY OF THE VARIANCE
APPLICATION, THE APPROVAL LETTER, CURRENT PROCEDURES, AND RECORDS RELATING TG EACH PARTICULAR SHOW WILL BE WITH

THE OPERATOR OR OTKER AESPONSIBLE INDIVIDUAL AND WILL BE MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESPONSL
BLE AUTHORITIES.

FORM FDA 3147 (3/187)




. * ADVANCE WRITTEN NOTIFICATION WILL BE MADE AS EARLY AS POSSIBLE TU APPHUPMIALE FEUSRAL, 31AI1E, AU LUGAL AG I vt s,
“ PROVIDING SHOW {TINERARY WITH DATES ANO LOCATIONS CLEARLY AND COMPLETELY IDENTIFIED, AND A BASIC DESCRIPTION OF

PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM POWER OUTPUT INTENDED. SUCH NOTIFICATIONS WILL BE MADE, 8U1
NOT NECESSARILY BE LIMITED, TO:

{3) THE CENTER FOR DEVICES AND RAD!OLOG&CM. HEALTH, OEFICE OF COMPUANCE (HFZ312), B757 GEQORGIA AVE, SILVER SPRING, MO
20910, PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS, IN ADDI
TION, UNLESS ALL ASPECTS OF EACH SHOW NAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH
NQTICE wiLL INCLUDE DGTAILED DESCRIPTIONS OF EACH SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED N SUFFICIEN]
OETAIL TO CONFIRM COMPLIANGCE WITH THE REGULATIONS AND THIS VARIANCE,

{2} THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME {L.E., INCLUDING SETUP,
ALIGNMENT, HEHEARSALS, PERFORMANCES, ETC.). IF THE FAA DBJECTS TO ANY LASER EFFECTS, THRE OBJECTIONS WILL BE RE-

SOLVED AND ANY CONDITIONS REQUESTED BY FAA WILL BE ADHERED TO, IF THESE CONDIT!ONS CAN NOT BE MET, THE OBJEC-
TIONABLE EFFECTS WILL BE DELETED FROM THE SHOW.

{3) STATE AND LOCAL RADIATION CONTROL OFFICES/AGENCIES FOR ALL SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIONS. ALl
AEQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED BY LOCAL AUTHORITIES WILL BE RE.

SOLVED OR THE EFFECTS DELETED. {LISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND
RADIOLOGICAL HEALTH UPON REQUEST)

14, REMARKS

- CERTIFICATION

1 CERTIFY st sil of the above inlormation and atatemsnts are true. compiate, and torrect 1o the beat of my knowledga and acknowledge that my
variance appiication may bs denied or my varlance may ba revoked it tnia application is found to be false, misleacding, or incofrect in any Mmateria) way.
| have submitied and wilt submi all repons required Dy 21 CFR 1002,10 and 1002.12 on 1he laser equipment and show(s). | lurther understand that |

= may bs required by regulstion or by the Director, Center for Devices and Radlological Heslth, 10 aupply such other information as M3y be neceazary \o
avaluats and act on this application,

4 URE | /. . 18, NAME (Type or Print) 17. TITLE
) . il

. - RUDI BLONDIA T.ASER SAFETY OFFICER

FORMPDA 3147 (3/87) * U.S. GOVERNMENT PRINTING OFFICE:1967- 18589545119 Dbw




'LASER RADIATION LEVELS

Laser Medium

Wave Lengths

Peak Power

i

Ve

Argon Gas

. 154.5 - 328.7 (nm)

20 w cw (max)
:8-10 w ¢w (standard)

Krypton Gas

4762 - 676.4 (nm)

:3 w cw {max)
:2-6 (standara)

HeNe

:633.0 (nm)

;100 mw cw

Mixed Gas

:488 - 647 (nmn)

18 w cw (max)

% Yag

1532 (nm)

:45 w pulsed (max)
10w ew

TOTAL P.12



